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The editorial policy of this 

to record the progress ot the 

field of food, drugs and cosmet 

provide a constructive discussion of it 
according to the highest professional 
standards. The Fooo Druc Cosmetic Law 
JOURNAL is the only forum for current dis 
cussion of such law and it renders an im 
portant public service, for it is an mvaluable 
means (1) to create a better knowledge an 
understanding of food, drug and cosmetr 
law, (2) to promote its due operation a 
development and thus (3) to effectuate its 
great remedial purposes. In short W hile 
this law receives normal legal, administratiy 


and judicial consideration, there remati 


a basic need for its appropriate study as 


a fundamental law of the land ; the Jot RK? 


is designed to satisty that need 
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Meeting of Food and Drug 


Among the speakers at the January 27 meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association were the distinguished 
representatives of government, industry, and the medical and legal professions 
pictured above. They are, from left to right: (standing) Edward Brown Williams, 
Washington, D. C., attorney at law; William J. Condon, New York City, attorney 
for Swift & Company; Fred Bartenstein, Jr.. Rahway, New Jersey, secretary of 
the section; W. C. Foster, Washington, D. C., president, Manufacturing Chemists 
Association, Inc.; Sol. A. Herzog, New York City, attorney at law; R. R 
Williams, New York City, member, Food and Nutrition Board of National 
Research Council; James R. Wilson, M. D., secretary, Council on Foods and 
Nutrition, American Medical Association; and Charles Wesley Dunn, New York 
City, chairman of the section; (seated) Arthur L. Miller, M. D., Washington, 
D, C., member of the United States Congress and of the House Select Committee 
to Investigate the Use of Chemicals in Foods and Cosmetics; Harry J. Anslinger, 
Washington, D. C., United States Commissioner of Narcotics; George P. Larrick, 
Washington, D. C., United States Commissioner of Food and Drugs; William W 
Goodrich, Washington, D. C., assistant general counsel, United States Depart 
ment of Health, Education, and Welfare. This February Journal carries the 
addresses of Mr. Foster, Mr. Williams, Dr. Miller, Mr. Larrick and Mr. Herzog 
as well as the official discussion of the Federal Food, Drug, and Cosmetic Act 
presented at the meeting by Bradshaw Mintener, Washington, D. C., Assistant 
Secretary, Department of Health, Education, and Welfare 
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This Outline of Industry Progress Under Federal Food and Drug Law Was 
Delivered at the Annual Meeting, Section on Food, Drug and Cosmetic 
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othceers ot the courts should eive oul respectiul 


them do their job adequately 


| have had my troubles, arguments and problems with FDA 


| have learned from experience to have the utmost confidence 
fairness ‘Today | am more convinced than ever that a good 


enforcement of our pure food and drug laws ts good for busines 


1 am sure vou have all heard or read about the 
by Secretary Hobby of a committee of citizens 
(pura V of ecntiorcement of the Federal Food 
Funds for this purpose were provided by 
by the kighty-third Congress. In thi 
ome of the background fact vhich led to the 
important committees 
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the most important commercial law on 


the largest volume of business of any 

$60 billion, measured as retail 

of the volume of foods, drugs and cosmeti 
commerce. No law has greater importance fron 
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labeling of toods, drugs and cosmetics ts vital 
follows that the adequate entorcement ot this 
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193%, tech cal changes in the produ tion and distributios 
and other new developments had made 


foods, drugs and cosmetics 
and much broader law was 


the 1906 law obsolete. A new enacted 
It extended coverage to cosmetics and medical devices, and yvreatls 
expanded protection with respect to foods and drugs. Since 193+ 
Congress has repeatedly amended this law to deal with new problem 
as they have arisen. These amendments show a consistent policy o1 
the part of Congress of keeping the pure food and drug law up to date 
Two important new amendments have been added within the past 
vear- the Hale Amendment, to simplify the food-standards procedure 


and the Miller Amendment 


this is a dynamic law which grows 


to establish Sale tole rances tor pest ides 
(;entlemen and changes to meet 


new conditions 


lace in the responsibilities 


(,reat changes have also been taking p 
of the Food and Drug Administration. These arise trom many ditter 


ent causes, some of which are reflected in the law \nother cause ts 
the increasing population of the country and, of equal significance, the 
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BABY FOODS 
EXAMPLE: COMMERCIALLY PROCESSED FOODS 
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In 1939, the average grocery supermarket carned in stock about 


1,000 items. Today, the same store carries over 5,000 items 


Changing Drug Picture 
\ similar evolution has occurred in drugs. This chart shows, in 
terms of millions of dollars, the 1939 and 1952 production values of 


certain important drugs 


The value of endocrines, such as hormones, \CTH and cortisone 
has grown from some $10 million in 1939 to about $90 million in 1952 
The increase in antibiotics is even more spectacular. Antihistamines 
had not been discovered in 1939, but today their sales total about $25 
million, Sales of the barbiturates (sleeping pills) have more than 
tripled. Sales of sulfonamides have multiplied some eightfold. Vitamin 


products have increased tremendously 


These are only examples of larger drug consumption. Fifty per 
cent of the potent medicines available to doctors today vere unkne 


15 years ago 
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ENFORCEMENT: PERSONNEL AND 
APPROPRIATIONS, FISCAL YEARS 1941-56 
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Since then, as we have seen the population and the ul 
regulated products have grown tremendously, a great number of 
produ ts have come on the market, and methods of processing 
packaging have become increasingly complex Science has ere 


new industries. [l’roducts like baby foods, frozen foods, ready-t 


foods and a long list of miracle drugs have multiplied insp 


responsibilities In virtually 1] industrie methods and mate: 


in use hich were unknown 15 vears ago 
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During World War II, FDA refrained from urging any inere 
ts appropriations. Following the war, however, former Commi 
Dunbar began to bring to the attention of Congress the growl 


crepancies between FDA's resources and the size of the job it 


called upon to handle Former Commissioner Crawford continued 


direct attention to the situation. Small increases in appropri 
were swallowed up by mandatory pay increases and other m« 


costs of operation 


Beginning in the last vear of the Truman Administr 
Hlouse Appropriation Committee has cut, each vear, the am 
recommended in the resides budget for food and drug law ent 


ment bhese cut ne total more than SS500.000. or about 10 per 


of the current budget of $5,100,000 


Kising costs magnify the etfect of this reduction he nus 
held per onnel has declined o er 20 per cent trom a | gh pot 
Che number of inspectors has declined from 249 to a low of 19 
as of today stands at 206. There are approximately 96,000 pl 
warehouses in the United States which do a substantial inte 
busine in foods, drugs and cosmetic During the past f 
9.962, or about 10 per cent of such establishments, were iInspecté 

The reduction n the RIDA budyet have had an immee te eT 
on the amount of work done to protect consumer Phis is show 
part by the number of terminated court actions. In 1952 ther: 


1.929: in 1953 there were 1.782: in 1954 there were 1.333 


The enforcement policy of FIDDA ranks violations of the 
the following order: (1) health violations: (2) filth violativ 


ing those which may not be dangerous to health but which are 


ive ayainst common de ency and (3) ec onomic Violations part 


those which cannot be detected by the purchaser 
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oughly up to date No small credit for that is due to the consistent 
interest of this organization 

In contrast, the facilities for administration of this dynamic 
have not kept pace This cannot continue The needs of the publ 


and of the regulated industries are too great to be denied. Too great 


a risk is involved in continuing on the present basis. It would be 
unfortunate indeed if the need for more adequate enforcement should 
be dramatized by some preventable accident such as took place priot 
to the passage of the 1938 law 


Let us be realistic about this. FIA is the ayency in the federal 


yovernment which has the responsibility of safeguarding honest bu 
ness and the public—the FBI of the food, drug and cosmetic industri 
kveryone in business has a legitimate claim to that protection Phe 
equal protection of the Federal Food, Drug, and Cosmetic Act 
constitutional right, along with the equal protection of our other 


It is not a hindrance to our business, but a help 


\s lawyers you should take a particular interest in the adequa: 
of the General Counsel's office of the Department of Health, Education 
and Welfare. The Food and Drug Division of that office, headed by Mr 
(,oodrich, must have the necessary manpower to cope with jobs like 
the 22,000-page record of the ice cream hearing and to complete the 


other unfinished food standards 


Your research-minded principals know the need for improveme 


of the screntific facilities and program of the FDA. The laboratories 
in Washington are now more than 20 years old and there 1s yreat 
need for a modern headquarters and laboratory building. In these days 
of rapid tec hnologi al « hange it is essential that the scientific facilities 
and thinking of an organization like the Food and Drug Administration 
keep pace with the scientific work and thinking being done by industry 
Furthermore, the separation of the Commissioners and the administra 
tive divisions, housed in one building, from the laboratory division 

housed in a different building, is detrimental to the liaison whicl 
should exist between FIDA’s management and its scientific staft 


Looking at the over all pr ture, it seems clear that there is lacl ny 


a consistent policy or yardstick to measure the need for enforcement 
that the funds for the job can be co-ordinated with the size of the job 
It is our sincere hope that the committee of 14 can sugyest sucl 


vardstick 
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Food-Ingredient Legislation 


| THINK TPG ()] CS a tl reworl are avreed that the sully 


under discussion here todas of great importance to the Amer 

people We are dealing with two matters—the law and the Natior 
food supply vhich are of concern to all of us, regardless of posit 

Unquestionably, the most constructive step tl ould be take 
this point is just what we are doing today—-holding an open and free 
discussion by those most directly concerned and most informed 
the various aspects of these questions | sincerely hope ind expe: 
that out of this and similar meetings will come information ar 
or view vhicl vill pro ile the wisest possible assistance ‘ 
lators, who have the responsibility of writing our 

Phe chemical industry, as represented by the membership of the 
Manufacturing Chemist \ssociation, is one of many groups | 
a direct interest in the subject of legislation relating to food ingred 
ents his association, and |, as its spokesman, appreciate very mu 


the Opportunity to partake in this discussion, to present our pot 
iew, and to contribute whatever constructive thoughts we « 


improving our laws and their operations 


We are concerned here today primarily with modernizat 
our National laws relating to food ingredients Phe principal obje: 
tive of this effort, of course, is adequate promotion of the broad pub 
interest his includes not only the primary consideration t pub 
health. but also ippropriate revard for the vitalitv of the food 
chemical industries, so that direct and indirect benefits m: 
to accrue to the publ from healthy progres n technolog’ 


At this point I think it would be well to discuss brietly the cher 


ical industry s re lationship to. and interest in. fooe wrediet ey 


tor It is natural to think of the chemical indust: s pre 
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The Author, Who Is President of the Manufacturing Chemists’ Associ 
ation, Inc., Addressed the Food, Drug and Cosmetic Law Section of the 
New York State Bar Association at Its Recent Meeting in New York City 
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than to maintain these «¢ xcellent business relation ships we share the 


concern and responsibility for preserving the value and safety of their 
products. Third, there is the vital matter of public opinior In me 


other area is the publi reputation of the chemica maustrv more 


sensitive or more carefully guarded 


In addition to the production of food ingredients and product 
used in the production and processing of foods, the chemical industr 
provides goods and services which affect or are essential to healt! 
many other ways. Chlorine, for example, is the product of our indu 


try which makes drinking water safe in America. From the dav-to-d: 


experience in the production and distribution of such chemicals | 
evolved the practices and policies which have resulted in the outstan 
ing record of safety and service to human health of our industry. Wit] 
out such policies, our industry could not exist in its present fort 

from the foregoing it is clear that the chemical industry. o1 
other busine engaged in producing goods for human consumpti 
has unusually strong motivation to follow the strictest polici 
public interest. But because these interests do go so far beyond tl é 
of individual companies, our industry believes they should 
reintorced by publi law 

In view of the record of the food and chemic industri 
guarding public health, inadequacies of the existing law might appear 
to be largely academic, But primarily because of advances of moder 
technology, the chemical industry does believe that cert | ( 
the present tederal law are desirable 

Phe industry, for example, has for some time favored 
pretesting of new food ingredients, and advance subn the 
Food and Drug Administration of information and test dat Phe 
chemical industry has recognized that the law should provide a cle 
quate mechanism to enable the Food and Drug \dmu trat 
prevent the sale of anv new food ingredient vhich has not beet cle 
quately tested for safety, or which is unsafe It also believe the 
present law 1s in need of modernization to make realisti pre ( i 
the innovations of advancing technology. Primarily, this means ace 
quate recognition in the law of the basi concepts of the science f 
toxicology, which expresses safety in terms of quantity and manner 
of use. Betore going further into a discussion of regulations or legal 


considerations, it will be well to review briefly the role of che 
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millions annually in crops formerly destroyed. Chemically produced 


fertilizers have increased national average-vield per-acre 20 per cent 


since World War | 


Chemicals protect food in storage. Chemical sanitizers keep food 
processing equipment clean and prevent contamination. Other prod 
ucts of the chemical industry guard food against spoilage in its journey 


through long distribution channel 


Role of Research 


These great aids to our food supply, many of which have come 
about during our lifetime, are the results of research. Coupled with 
research that discovered and developed them is the great amout 
time, intelligence and money which have been applied to determine 
their suitability for human consumptior ncluding possible tox 
etlect 
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our food supply 


\s a matter of fact, whatever new legislati 
near future should be subject to regular re-exam 
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By EDWARD BROWN WILLIAMS 


Ik THIS BE EQUITY... 


1 


[ SUSPECT that many of you could not repress a feeling of ennui 

if, indeed, you tried—when you read that the next paper on the 
program would be about restitution under the Federal Food, Drug 
and Cosmetic Act. It does seem that if it were at all possible to talk 
a wicked doctrine to death, the fate of this new notion of restitution in 
food and drug law would already be decided. But there is not even a 


trace of evidence that such a highly satisfactory result will ensue 


The whole thing began, of course, with the government's prayer 
in the Mytinger and Casselberry \itigation the Nutrilite case lhe 
government asked that the defendants be required to tender, to all 
purchasers of Nutrilite food supplement, a refund of all amounts 
collected from them. A similar prayer has been made in the Parkinson 


case.” That matter is now pending 


Several fine articles have been devoted to an explanation of the 
basis for this approach to enforcement. The new concept is remark 
able for the fact that after so many years when its existence was not 
even suspected, it has now materialized right out of the familiar 
syntactical arrangement which we call the Food, Drug, and Cosmeti 


\ct of all plac cs 


\ not-too-impressive character of Mr. Shakespeare had as appro 
priate a word for the situation as anybody, when he was moved to 
explain, in connection with a matter of rape: “The law hath not been 


dead, though it hath slept.” 


Those who believe in the revealed nature of this restitutionary 
manifestation refer to certain judicial decisions under the Fair Labor 
Standards Act, the Emergency Price Control Act of 1942, and the 
Housing and Rent Control Act of 1947, as somehow attesting to its 


| 8S. vw. Mytinger & Caaselberry, Inc., 7U. 8. v. Wayne A. Parkinson et al 
et al., CCH Food Drug Cosmetic Law Re Dkt. No. 16415-C,. DC Calif... 19% 


ports * 7203 (DC Calif., 1951) Measure for Measure Act II. Seene 2 
line 90 
QQ? 





A Washington, D. C. Attorney at Law, the Writer Read This Paper at the 
January Meeting, Section of Food, Drug and Cosmetic Law of the New York 
State Bar Association. He Notes That There Is Somewhat Too Much of the 
Food and Drug Restitution Doctrine Which Has to Be Played by Ear and 
That There Are Lacking the Elements of Legislative History, Statutory 
Purpose and Language upon Which Price and Wage-Hour Cases Rest 


vyenuineness lo these decisions have | 1 added certan intitrust 


~ 


cases which, it is said, are also guideposts to the new doctrine 


l am going to say very little of the argument which ha virled 
ibout the question of the significance of differences in language between 
the provision of the Food, Drug, and Cosmetic Act authorizing 


‘and the corresponding provistos 


restraining orders (Section 302(a)) 
of the wage-and-hour and price-and-rent-control statutes Phis matter 
has been fully dealt with by others I shall mention it briefly on 


because it 1s helpful background to the comments which follow 


“Other Order’’ Controversy 
Section 302(a) of the Food, Drug, and Cosmetic Act grants juri 
diction to the district courts “to restrain violations” of certain provi 
sions of the statute. Section 17 of the Fair Labor Standards Act ° us 


the same language. Section 205(a) of the Emergency Price Control 


Act of 1942 and section 206(b) of the Housing and Rent Control \et 


of 19477* authorize a temporary or permanent injunction, restraining 
order or other wider to entorce complhance with the pr bao ! 
those statutes 


In some cases another order might be more appropriate that 


injunction, even if only injunctive relief has been asked for by 
government.” 


‘21 USC Sec. 332(a) 61 Stat. 19% (1947), Wd US« Appendi» 

52 Stat. 1069, 29 USC Sec. 217 (1938) Sec. 1896(b) 

56 Stat 33 (1942) 3) USC Appendix ‘Hecht Company 1 Bowles 21 «OI 
Sec. 925(a) 321, 64 S. Ct. SRT (1944) 
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The great dispute is whether, in the Warner Holding ( ompany 
case,” a key decision, the Supreme Court was more influenced by the 
use in the statute of the term “other order” or by its idea of the scop 
of equity jurisdiction. It seems fair enough to evaluate the Court 
opinion in that case as abundantly laden with ambiguity. lerhaps 
this was intentional. Confusion was not extensively lessened by 
Court's language in the subsequent Moore case,” if present disa 
ments among lawyers are any criterion. There, the power to 
restitution under Section 206(b) of the Housing and Rent Act 
was in question. Referring to the Warner Holding Compan 
Supreme Court declared 


Thi court 
ordes ‘ 
Adhering 
opted 
unde; ( 1G (1 


"y | 


The Supreme Court has 1 dealt with the problem of 


restitution” under the Fair Labor Standards Act 
lacksonville Paper Company case that it was within 
jurisdiction to order payment of back wages and overtime 


n violation of an earlier decree of the court, upon the peti 


administrator “We can lay to one side said the Suprem 


the question of whether the Administrator, when suing to 


violations of the Act, is entitled woa decree of restitution te 
wages. Cf, Porter v. Warner Holding Company Phe 
ville Paper Company decision was specifically based upon the 


court's power “to enforce comphance with the injunction whicl 


authorizes . 


Historical Note 
Perhaps you will find a brief excursion into 
to our subject 
It will be recalled that the Sherman Antitrust 


1890. In 1904 the Supreme Court decided the Northern Securiti 


Porter v. Warner Holding Company, 328 9 kood Drug Coametic Law Jour 
S. 395, 66 S. Ct. 1086 (1946) 570 and following (October, 1954) 
rf S 4 Woore. 340 | S. 616. 71 S. C '" McComb 1 Jacksonville Paper 
24 (1951) 7 pany, 336 U. S. 187, 69 S. Ct. 497 
For comments on the decisions of 336 U. S. 193, 69 S. Ct. 500 
courts of appeal and district courts on this 336 U.S. 195, 69 S. Ct. 501 
question, see the analysis of Mr. John Northern Securities Company 
Noland in 7 Food Drug Cosmetic Law CCH Trade Regulation Reports (Supp. Vo 
Journal 373 379 and following (June Illy) * 3012, 193 1 S 197. 24S. Ct 136 


1952) and that of Mr. William Goodrich ir 


(19° 4) 
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granted by Section 4 of the act This, he claimed, was a purely 
tive jurisdic tion The professor said of the court's decree 
not warranted by any principle of eq 


plain from what has been alread said, namely, t 


jurisdiction of the case, but for Section 4 of 


authorized by Section 47 No. clearly not 


nclusion, theretore ! 


l utter! vithout justification o1 


The Supreme Court, upon appeal, agreed not with the renowned 


and respected professor, but with the circuit court There were 
dissents by four of the nine Justices, but not upon the point in questior 
Full scope was given to the equity powers of the court to carry out the 
purposes of the statute. It was the view of both the lower court and 
the Supreme Court that those purposes could not be attained if monop 
olists could be enjoined only before a combination or conspiracy had 
been etfected (There will be more on this point later For the 
moment let the fate of Professor Langdell’s protest be borne in mind 
as we make our own approach to the Food and Drug Administrat 


restitution doctrine. ) 


Neorestitution 

In common with the courts and those who have written about the 
instant problem, we have used the term “restitution” to describe the 
proposed forced repayment to pure hasers under the Food Drug and 
Cosmetic Act and the Housing and Rent Act of 1947, as well as the 
payment to purchasers which the Supreme Court indicated might b« 
required under the Emergency l’rice Control Act of 1942 

\ recent note in the Stanford Law Review sugyvests that the food 
and drug plan is not properly characterized as restitution at all, since 
the term “carries the connotation of compensating an injured person 
for his loss” whereas “in enforcing a regulatory statute, the objective 
is to restore the defendant to the position he would have had but for 
the transaction.” “Therefore,” the article states, “the purchaser's 
right to restitution would seem inappropriate as the measure for the 


payments ordered with an injunction under Section 302(a).” ™ It was 


concluded that “perhaps” the defendant's profit on the prohibited 


transaction should be the measure of payment.” 


” 16 Harvard Law Review 539, 553 (June P. 533 
1903) P. 533 
* ‘Restitution in Food and Drug En- 
forcement," 4 Stanford Law Review 519 
(July, 1952) 
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But where. as in the Food, Drug. and ¢ 


stated with respect to recovery by the purchas 
wage-and-hour and price-control legislation, it 
other principles must govern The author 
should be judged, as to its extent, in the 


entorcement established by the Food Drug 


The invocation as precedents of decisions de; 


statutes which provide other methods of enforcement n 


misleading than helpful In fact, the difference 


Cited at footnote 1 29 52. quoted in 4 Sesfend fen Manion 

‘Cited at footnote 2 “10 * 
Excerpt from letter from Mr. Good 

Rewmew, dated April Yood Drua ¢ 


Buckle Injunction Proceedings 
rich to Stanford Lau Law Journal ] 
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noted create such a vast gulf between the Food, Drug. and Cosmeti 
\ct and the others that the so-called restitution decisions under the 
latter do not seem very persuasive as applied to the Food, Drug, a 


(Cosmetic Act.” 


Antitrust ‘‘Analogy” 


The antitrust laws require an entirely different kind of treatment 
First, let us observe that divestiture or dissolution is not restitutior 
It deprives the defendant, but it does not restore anything either to 
his competitor or to any member of the public who may have bee 
injured by the defendant's monopolistic practices or activitie n 
restraint of trade Moreover, the defendant is entitled to sell 
properties of which he is to be divested 

The Supreme Court stated, in the Paramount Pictur cast that 
the requirement that the defendants restore what they unlawfully) 
obtained 1s no more punishment than the familiar remedy of restitu 
tion.’ ** We do not quarrel with the Court's statement. Restitution 
would, however, be no more appropriate in antitrust cases than 
seems to be under the Food, Drug, and Cosmetic Act not only becaus 
of the impracticability of identifying its beneficiaries, but—more 
importantly——because of the lack of any indication whatsoever that 
Congress intended to authorize the courts to impose it 

What, then, of the authority to divest under the Shermar 
The answer lies in the nature and purpose of the act. Its aim its 
only to bar, in limine if possible, the formation of conspiraci 
restraint of trade and attempts to monopolize, but also to prevent the 
continuance of an illegal conspiracy or a monopoly or even just the 
existence of the power and intent to monopolize. Thus, for example 


as the Court said in the Paramount Pictures case 


rico poly 1» eT vhethey lawtully 
Sherman Act though it remains unex 
Co. vl », 328 I S. 781, 809 
the existence of power “to exclude 
s itsell a vi lati ot ue ided it 
r witent to exercise that power 


It was early recognized by the Supreme Court that the con 


tion of great Corporations may result in a monopoly avainst 
In the situation a t arises under the a v. Paramount Pictures 

Fair Labor Standards Act. no money has 131. 68 S. Ct. 915 (1948) to 

been paid by the employee nor has there effect: Schine Chain Theatres. Inc 

been any conversion of a chattel in the CCI 19148-1919 Trace Case © 62.245 

sense of repayment There has not U.S. 110 688 17 (1948) 

therefore been any restitution 4 sC«&t Ss 131 173. 6&8 S. Ct 

(1948) 
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public regulations will be but a feeble protection Phe combination 


must therefore be broken up to etiectuate the purposes ot the Sher 
man Act 


Divestiture (without restitution) is, therefore 
in the enforcement of the Sherman Act as construe: 
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Restoration and Restitution 
\ recent comment stresses, in support of the new restitution, the 
familiar principle of equity incorporated in the Restatement of the 


Law of Restitution (Section 1) 


\ person who has been unjustly enriched at the expens 


required to make restitution to that other 


Indeed, if it were not for the existence of this remedy in the law 
there could be no color of a claim that restitution might be ordered 
under the Food, Drug, and Cosmetic Act. It is this same venerable 
precedent to which the courts have looked in the rent-control and Fai 
Labor Standards Act cases which have been discussed 

The principle has long been recognized by the law courts. The 
remedy developed at law was an action of assumpsit based on a quasi 
contractual obligation, in which the plaintiff asked, in effect, for the 
rescission of the contract or other transaction complained of and for 
restitution in the form of a sum of money. The remedy ts available 
where there has been a mistake, including fraud, on the part of one 
or both parties to the transaction.” Even an innocent misrepre 
sentation, if material, will give rise to the right to restitution 

Ordinarily, a money judgment (as distinguished from one based 


upon fraud for the return of a unique chattel) cannot, in the absence of 


a fiduciary relationship, be obtained in equity. This is, of course 


because a quasi-contractual action at law would give an adequate 
remedy.” 
It is a basic condition of the availability of the remedy of rescissior 


and restitution that the purchaser shall return or offer to return the 


416 


thing received as part of the transaction Such a requirement would 


obviously create certain difficulties for food and drug restitution, If the 
purchaser of an expensive vitamin preparation consumes tt befor 

the government files suit for restitution, it is clear that neither he nor 
the government could meet a requirement of return to the seller. It is 
true that he could go out and buy another bottle at the same price 


" Goodrich, work cited at footnote 11 ' Restatement, Sec. 28 
p. 565 “ Restatement, comment on Secs. 4 and 
* Thurston “Recent Developments in 160, pp. 21, 674-675. See Porter v. Warner 
Restitution, 1940-1947,"' 45 Michigan Lau Holding Company, 328 U. S. 395, 399. 66 
Review 935 (1947), and ‘‘Recent Develop S. Ct. 1086, 1089 (1946) 
ments in Restitution Rescission and “ Restatement, Sec. 65: Thurston Re 
Reformation for Mistake, Including Misrep- cent Developments in Restitution, 1940 
resentation,’’ 46 Michigan Law Review 1037 1947,"" cited at footnote 33, at p. 945 (1947) 
(1948): Note, 46 Michigan Law Review 810 Keener on Quas!-Contracts, p. 26 (1893) 
817 (1948); Restatement of the Law of Black, Reascission and Restitution, Vol. 3 
Restitution, Sec. 28 (1937) (hereinafter Sec. 616 (1929) 
cited as Restatement) 
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but for him to do so would reduce restitution to a circuitous and meat 
ingless exercise in the law 
The situation would be even more quixotic where, as 

in most instances, nobody knows how to find the customers who 
supposed to return the article purchased by th «m \n advertising 
campaign in commercial media for unknown customers would hardly 
seem pra ticable Certainly, the widely unread federal Kk. pistes could 
not be relied upor Perhaps we should ask whether the defendant 
vould be further penalized by an order to pay the costs of discovering 


the customers Moreover, it might be embarrassing if the deluded 


purchaser, when discovered with the unconsumed artick 
upon its sterling worth and usefulness and refuse 
There are certain refinements and exception 
‘scission and restitution can be obt: 
ie goods purchased by the plaintitt 
Thus, if the article is worthles 
itamin preparation Nutrilite, the subject of the first 
Food and Drug Administration asked for restitution 


tainly of value entirely aside from the question of the \ 


claims made for if | have no real basis for a judyme nt 


involved in the pending Parkinson case 

Under some circumstances a buyer is entitled to restitution 
he has consumed a portion of the article and may make compet 
in money for the difference in value But apparently he 
this unless a ratable price has been fixed for the goods, as, for 
where two bottles of a drug are purchased at a specified price 
bottle. But if two drugs are sold in combination or a drug old 
combination with a device, without a price being set for each unit 
the package, consumption of a substantial portion of the drug wou 
destroy the right to restitution.” 

If reliance 1s to be placed upon the availability of restitution in pris 
litigation as justification for invoking it under the Food, Drug 
Cosmetic Act, it may be troublesome to avoid some of these prin 
incidents of the remedy 

This problem of restoration to the selles 
exist in the price, rent and wage-and-hour ca 
noted, declared statutory policy is to require restitution of the o 

See Restatement, Sec. 6614) and com ” Restatement Secs 65-66 ind com 


ment, p. 271 ments 
* Cited at footnote 1 
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charges and payment of wages illegally withheld, without restoration 
In fact, there is nothing to restore either in the wage-and-hour cases 
(which do not really involve restitution at all) or in the rent cases 


In the food and drug situation, on the other hand, where there is 
no declared statutory policy of restitution, it would seem difficult to 
avoid the requirement of restoration of the food or drug on account 


of whose purchase restitution is required, if it is of any value 


It is recognized that restitution is not a penalty, that its basi 
purpose is to enforce the statute more effectively. Yet if no provision 
is made for return of the product to the seller-defendant, the effect 
will not be just to restore the status quo ante, for the purchaser will 
profit, to the extent the goods were useful, and the defendant will be 
penalized. Thus, the very theory of food and drug restitution, in this 
aspect, seems to turn back upon itself 


] 


There is, in the last analysis, somewhat too much of the food an 


drug restitution doctrine which has to be played by ear Chere are 


lacking the elements of legislative history, statutory purpose 
language upon which the price and wage-and-hour cases rest 
should not, in truth, be a “roguish thing,” nor should its disposi 
be as variable and uncertain as are the sizes of the feet of suc: 


( hancellor sS 


It is surely true that the alleged right to invoke the judicial power 
to punish citizens tn a manner which ts of exceedingly dubious lineag: 
either at law or in equity, is not one which can be regarded lightly 
Where, for instance, a retailer makes a direct purchase of drugs 
quantity from a manufacturer, influenced by the alleged misrepresent 
tion of the seller, it is evident that restitution without return of the 
goods might well be ruinous to the seller's business. The principle 
is the same in the case of small retail purchases by the consumer 
himself—and sometimes the purchases are not so unimportant, as the 
Nutrilite case itself shows. It is not enough that the courts can refuse 
the government's prayer, for the courts, too, are fallible. The authority 
to ask for such a remedy should not exist except by explicit statutory 


provision, clothed with proper and necessary safeguards 


Conclusion 
We have been told that the question is “whether the Government 
may vindicate private rights in its injunction suit,” and that if it may 


not, “we must accept as part of our interstate distributional system 
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IN FOOD 





isea 


E ova INCREASING USE of chemical additives, hormones 
vitamins in the production and processing of food has ra 
problem as far as public health is concerned. The select committee 
of the Eighty-first Congress which explored the field of “chemicals in 
foods and cosmetics” came to the conclusion that existing federal laws 
dealing with the problem are not adequate at this time to protect the 
public ayainst the addition of some of the new chemicals, hormones 
and vitamins that go into the production of food 


! 


There is hardly a food on the markets today which has not hi 
some chemicals used in or on it at some stage in its production 
processing, packaging, transportation or storage. For this vast, con 
plex problem, it is necessary that proper precautions be taken to make 


sure that no acute or chronic poisoning may develop 


The food and drug law, as first adopted, and the several amend 
ments which have been added with the regulations were designed for 
the purpose of safeguarding the public health. It is the law to thoss 
who deal in the manufacturing, processing and packaging of food 
This law provides a sort of badge of integrity and honesty, setting up a 
yardstick of standards designed to protect the public and those dealing 


in all the phases of handling food. This endorsement is coveted 


Tremendous progress in the science of food technology has been 
made in the past few years. This scientific progress has run ahead of 
the law, and the amendments of 1938 seem no longer sufficient for this 
day. In a tough economic and competitive world, there will be some 
who want to cut corners and apply methods or use chemicals that have 
not been adequately tested. These new problems require legislative 
and administrative attention. I am hopeful that all interested groups 


will cooperate in a constructive legislative approach to the problem 


104 





By A. L. MILLER, M.D. 





Dr. Miller, Member of the United States Congress from the 
Fourth District of Nebraska, Spoke Before the 1955 Meeting 
Section on Food, Drug and Cosmetic Law, New York S'ate Bar 
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in the production of food. The bill was a product of all groups 


interested in the problem 

It met with their approval and would not have been possible with 
out many conferences, and the full cooperation of all concerned. As 
we propose the new amendments to the present law, | hope we may 
have the same type of understanding and cooperation that we had with 


the groups interested in the law governing pesticides 


Food Law 
\ careful study of the present provisions of the food and drug 
\et brings one to the conclusion that the Act is inadequate and 
cumbersome in operation. In fact, some sections cannot be adminis 
tered. You who are familiar with Section 406 must recognize how 


impossible it is for the manufacturer and the chemist to operate under 
that section. The food manufacturer, to obtain approval for the uss 
of an ingredient, must first allege that the proposed ingredient 
poisonous or deleterious. Properly interpreted, this would mean that 
he proposes to use certain chemicals that would be injurious to health 
! can understand why a food manufacturer would resist making such 
a Statement or admission. The food manufacturer must also be pre 
pared to prove that the chemical is required in order to produce 
food properly 

Few tolerances for food ingredients have been established to Se 
tion 406, Section 402 defines as adulterated any food which contan 
any poisonous or deleterious substance in a quantity which ordinarily 
renders the food injurious to health. The section also sets up certain 
tests in respect to the added substances. It would seem to me that 
manufacturers of food meet head-on many difficulties created by Se 
tions 402 and 406. It would also seem that the burden of proving that 
certain substances are not harmful should not be placed upon the 
government, It ought to be possible to spell out in rather clear detai 
the procedures that should be followed before a chemical is added to food 


New Legislation 
Let me suggest that a new amendment should require that 
(1) Any new additive to food should be completely preteste: 
to safety in order to protect the consuming publi 
(2) There should be an advance submittal of the pretesting « 


dence to the Food and Drug Administration 
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(3) This evidence should be evaluated 


and the food industry 
should be given a definite answer within a reasonable tims 


(4) Under penalty for violation, no new additive should be added 


ce food without the complete scientific pretesting 


evaluation by the Food and Drug Administratior 


(5) If the Food and Drug Administration 
then this additive could he used 


(O) the 


Food and Drug Administration give 
to the safety of the additive but the manufacturer differs 
evaluation and insists on using it regardless of the 1 
the \dmiunistratior the bill 
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tractor 


necessary 
xpense - 
eT the present 


equently helple 


Industry should | willing te 
studies or ind chror 
To require 


several ve experimenta 


facturer on 0 init to market the 
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question mark as to whether it is harmful. It is for that reason that | 


would propose a board of experts to pass upon these disputed questions 


Board of Experts 
As to the personnel of the board of experts, | would presume that 
the president, through the Commissioner of Foods and Drugs, mig! 
request several professional societies dealing with the chemical ques 
tion to nominate individuals to represent them on the expert pane! 
The following organizations might be asked to participate in setting 


up such a panel United States Public Health Service, America: 


SOCIETY 


\mericat 


Chemical Society, American Institute of Nutrition 
\merican Societ 


for Pharmacology and Experimental Therapeutics 


of Biological Chemists, Institute of Food Technologists, Society for 


experimental Biology and Medicine, and others 

The board should have the right to invite testimony or opit 
of specialists in particular fields in addition to those of representat 
or applicants and the Commissioner. The members of the panel 


naturally be adequately compensated for their services and « Kpel 


Chemicals Now in Use 


Since a great many chemicals have been used for a long time 


no tolerances have been set, 1t would seem that the ( ommiussione! 


Food and Drugs should not have the authority to go back and forces 
the testing of these chemicals and present a determination that the 


are harmful unless he has overwhelming evidence that such ts the cass 


In that event, a review of all evidence and a finding should be made 

Chemicals long used might well be folded in under what we 
“orandfather clause 

Legal Steps 

| personally like the idea of an impartial group of expert 
which the Public Health Service might be a member, to pass up 
some of the evidence presented to the Food and Drug Administrat 
They would be used only in case of a disagreement as to the ette 
the proposed chemicals Certainly, a manufacturer who has ar dl 
decision from the Administration and from the board of experts 
have little chance of expecting a United States district court to over 
rule the expert opinion. Nevertheless, | am convinced that the section 


which would permit the Administration to enjoin a manufacturer 


a section which would permit the manufacturer to appeal to the highest 








court should be a part of any new judicial procedure 


no administrator of the law should want or expect 


and deat! sentence over a chemical which a manutacturet migh 


propose to use Phe Commissioner should welcome the support of 


experts and the decision of the court It seems to me this procedure 


that sf ] « bserved 


be the proper democratic proce 


Hormones in Food 


Hormones in food have the limited approval of the pharmaceuti 
section of the Food and Drug \dministration Wohil t may ecn 
ttle tartetched to bring in the ques Istilbest: 
or some antibiotic drugs, they are a 
Many of these hormones are chemical 
a revolutionary approach to the prod 
use represent progress which must 
estrogens, both known and unkno 


the human race 
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whole new world in the matter of producing meat with the proper 


uses of certain hormones Proper evaluation of their use must be 


made. I do believe a go-slow sign should be erected until all the 


scientific research has been evaluated and it can be definitely deter 


mined that no harm will result in their long-continued use 


Uranium and Food 
It has been my privilege in the past year to visit the Brookhave 
Laboratory on Long Island, and to witness there the great progress 


being made in the several uses of uranium. Probably the largest stoc! 


Che things accom 


pile of uranium in the world is at this laboratory 
bot! 


plished in the production of crops and the control of diseases 


man and the plant world are amazing. There seems to be no limit to 


ind i! 
d_ the 


11 
Wel 


which the isotopes and mesotopes may be used for effect upon 


the production of, food. It is my opinion that, in the years ahe: 


effects of uranium on the production and processing of food may 


] 


the hundreds of chemicals now in use for the 


dwarf the effects of 
same purpose 

The military is greatly interested in the preservation and treat 
ment of food by the uranium by-products Certainly, many new 


horizons are being opened by the scientists who are breaking down thi 


heretofore-unknown secrets of nature 


Antibiotics 


The use of certain antibiotic drugs and chemicals has 
instances, posed a real problem to the manufacturer of food 
been shown that the milk from one cow given penicillin to contro 
mastitis can destroy the cheese-starting culture from the entire herd 
of cows. An antibiotic drug used in the treatment of animal diseases 
must be considered a chemical which is not without its hazards to the 
The new chemicals that are now “built into” many feeds 
but they stimulate the growth of the 
These sub 


human race 
not only help to control disease. 


animal and even cause the cows to produce more milk 


stances must be considered not only drugs, but also a part of the 


chemical additives now going into our food supply 


Many physicians are reporting an increasing number of patients 


who are sensitive to penicillin who have had no previous history 


receiving the drug. We must be sure that penicillin, streptomyci 
aureomycin and other drugs or chemicals are not retained in the animal 
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prod cts to be cor sumed by the hun il peu cl i! ut Ss aS te 


cause toxicity to the uset 


hese new drugs and the new research be ne ca©ri ed today w 
tomorrow unfold a great new world. made better by the uncea ‘i 
efforts of those who have contributed to their deve pment l’rogre 
cannot be st pped Men in the lega protess ! me} the bu 
ness of furnishing food to a hungry world are part of re parade 
n which progress must not outrun our scientific evaluation f tl 
ne drugs and chemicals ottered in this rapidly changing en 

sno secret that scientists | e be to pi Dt 

that looks, tast ind smells lke butter ‘ { é t ul 
fat in its producti It is made entirely fro , r] ct 
! t course yntheti It is also po le 1 roduce w t ‘ 
bread, tastes like bread, smells like bread ry 
many days, vet has a minimum amount f the 
ingredients that our grandmothers used in 1 r bre 

thetic loaf can be produced without eat or short ' Farmet 
ind those interested in agriculture, are quite nceerned because ore 
i rishing, ambitious chemical industs 
the products of nature, such as egg yoll heat, tat ! ! 
tats with a hundred compl x chemical formu 1} prowre ! 
tremendous impact on agriculture 

In all of this scientific progre e must ke re that the 
publi n the end not being used a guine rig Dhese 
scientific product t the mind dl borat 
it the door of the food industry lemanding re re 
idvantages foods which have these chet é ' t 
for natural produ re legion Indeed é | 
improved ippearance texture ia I i ! | hese 
foods are cheaper to produce and proce \ f us « 
business of producing food must asl er at er. the 
Have these new chemicals beer idequately tested elore 


' 


n the food channe 


Chere s col sideral e tall n the ha r 4 re ily t re 


a committee similar to the old Delaney Committee wl | 
explore iT publy hearings the question otf chet | 
cosmetics It would also nvestigat« the nt eT Ise t tho 


in water to contre dental caries I} busine ot fluoride 





PAGE 112 OD DRU« METIC I 


| 
en 


is probably the most controversial facet of the entire prol 


sonally have the feeling that constructive legislation can be fo 


and adopted by Congress without further public hearing 


We live in a growing, dynamic country Phe population 
l'nited States has just about doubled since I graduated from medi 
school in 191% The census bureau tells us that there were four I] 
babies born last year—four million new mouths to feed. This f 


300 million people in the l nited States by 1975 | hey will require 


We could join the ranks of “have-nots 
century unless scientific research tells us 
on the same 462 million productive acres 
productive acres are actually decreasing 
tain our fertile acres by using every 
produc ing « hemical we have \We must 
and safe use of every conservative pestici 
in the future 

We are the best 0 Bf ie world But 
lich come 


and breeding 


progress and without using 
investigation, we 


out ota home 


I have tried in this short paper to outline briefly, ar 


your thinking on, some of the problems confronting the 


We are all it part ot this yrTreat parade of progress 
now, future generations will bless us, and live proudly 

because of scientists’ contributions to a bette: 
[The End] 


nma world made better 


way of life 


APPOINTMENTS—DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


nt ) ! pomter ‘ 
i ee ip] 4 i 


T 
' 
Department of Healt kedue: 


H bb ant uunced 


stablished last toa 


S mposed of the s« 
Department Mr. Scantl 


‘ 


vartmet 


assis 
va Mr 
‘ Mrs. Hobby’s 
Braden o wlicy responsibilities 


full torre | he-relations activities 








Legislative 


and Administrative Progress 
IN 1954 


By GEORGE P. LARRICK 


The Commissioner of Food and Drugs, United States Department of Health 
Education, and Welfare, Was a Speaker at the Tenth Annual Meeting, Sec 
tion on Food, Drug and Cosmetic Law, New York State Bar Association 


Vi K. DUNN, Ladies and Gentleme 
. l told Mr. Dunn when he invited be 
report of the Commissioner of Food and Drug ’ | had beet 
so many speeche s recently that I'm vetting sort of tired of 
my own ole (on the other hand ‘ cit . the meet 
your group and the opportunity to your 
anniversary 

Phe Section on Food, Drug and Cosmet 
State Bar Association pioneered the way viving such 
tematic attention I am sure that the more your member 
plored the problems arising in this specialized field, the more 
they have become Your articles u he Foop 


Jou \ h e beet thoughtful and con struse 


\dministration appreciates your strong suppo 


nnel side the Food and Lory uv 
rough retirement) and a hear 
You kno too well the contribution 
Charles W. Crawford made to the publi 
here. The 1938 Act and regulations will 


skillful and unremitting ettorts to provi 


113 
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tection. His high integrity was an inspiration to us who worked under 
his leadership 


Our new accession is an “old timer” in this group. Confidentially 


he is a bureaucrat’s dream come true. Our new Assistant Secretary 
came to the Department with a splendid background of responsible 
industry leadership, and full knowledge of food and drug problems 
He likes the Food and Drug Administration and has vowed that one 
of his aims is to increase our resources to do a better job. He ts a warm 
personal friend. What more could we ask’ We were so pleased to 
welcome Bradshaw Mintener into the fold that we gave him the badg: 
ind credentials of a food and drug inspector—-to us the highest honor 


ve could bestow 


It is most gratifying to us to know that the lresident shares M1 
Mintener’s views on strengthening our work. In his message on the 
tate of the Union he proposed “better consumer protection under our 
existing pure food and drug laws.” The budget he presented on Janu 
ary 17 requests an increase from $5,100,000 to $5,484,000 for the et 
forcement appropriation and from $99,000 to $160,000 for our civil-defense 
responsibilities. Secretary Hobby requested the enforcement increas 
to strengthen and accelerate our health, sanitation and economic regu 


latory activities to protect the public more adequately 
| | 


We must continue to direct our work primarily against violation 
involving public health, including serious departures from sanitary 
standards. But this increase would permit a partial restoration of 


work on economic violations, particularly the enforcement of existing 
food standards and the completion of additional standards where there 


has already been extensive preliminary work 


\s you know, our regulatory program on contaminated wheat 
restored this month, after postponement pending a study by a 17-ma 
yrain Sanitation committee appointed by the Secretaries of Agriculture 
and of Health, Education, and Welfare, and a review of their recor 
mendations by the two Departments. We feel that restoration of t 


program is a definite step forward in our sanitation worl 


The committee of 14 distinguished citizens which Mr. G,. Culle: 


Thomas has agreed to head will begin a review next week of the or 


vanization and operations ¢ f the Food and Drug \dministration \ 
broad study outline has been prepared for the committee by Cresap 
McCormick and Paget, management engineers of wide experien 


We will be glad to receive the objective views of this committee ¢ 
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the job we are doing, and constructive suggestions as to he ¢ Cal 
improve it 

Karhier | mentioned the budget increase tor our civil-detense 
work. Federal Civil Defense Administration Delegation No. 1 as 
signed a number of responsibilities to the Secretary of Healt! Fduca 


tion, and Welfare The one directly affecting FDA ts to “plan 


national program conduct research develop technical guidance Tent 
States, and direct Federal activities designed to meet the extraordinat 
needs for food and drug inspection and control in attacked area 

We are developing a training program tor key tood d drug 
personnel in the states, who will in turn conduct state-sponsored 
training courses, to equip food and drug personnel throughout the 
country te ope with the problems that could result tros toms 
biological or chemical wartare attack. Emphasis will be placed on the 
problems of food contamination decontamination ina alvawe 

(ne of our research projects 1s a test that will be conducted th 
vear—in cooperation with the Civil Detense \dmuinistration the 
L'nited States Department of Agriculture, and several groups repre 
senting the food-processing industry—on the eftect tor CX] 
upor odstults lt s essential to know vl t ha ind, ila Pe | 
the consur ption of food so exposed Tests o1 representat ( rr 
of drug ere conducted in the tall of 1953 | exposure i 
distances tron n atomic bomb explosion and the drug ere teste 
tor deterioration Phe report submitted to the Aton loner Con 
! or ec leclassified from its earlier ' restrict 

lhe i yned me includes leg r 1954 
Fortunatels mv first talk to you as Comn el mie tine 
vhen there detinite egislative progress to report cme iy pre 
decessot th a similar assignment were supposed to discu é 
tion when no bills had been passed during the year 1 whe ‘ 
in the hoppe r had d ed vith the end of a ( onyre 

The Second Session of the kighty-third Congre assed tour 
lills ! the food and drug held twe that trengthened the 
two that would have weakened it had the l’resident gned thet 
vou know. he declined to do so 

Lhe twee that became AW Simi plity reyvulation-1 i} iy pl ecdure 
Both had the support of industry and government alike )our sect 
of the New York State Bar Association sponsored the first, the Hale 
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Amendment, to remove the noncontroversial issues of food standards 
from the hearing room. Under this new simplified procedure the 
catsup standards have been amended to make corn sirup an optional 
ingredient, the canned vegetable standards have been amended to 
permit the addition of monosodium glutamate to certain products 
under appropriate labeling, and a number of changes in the cheese 
standards are in progress. These amendments have been made with 
out any hearings being requested 

[ know that you are also familiar with Dr. Miller's Pesticide 
Chemicals Amendment (Public Law 518), which provides new pro 
cedures for the setting of safety limits for pesticidal residues in or or 
raw agricultural commodities. Here, too, the Secretary may promul 
gate regulations without hearings unless they are petitioned for by 
those objecting to the order. Those who request a residue tolerance 
for an agricultural crop pesticide establish with the Secretary of Agri 
culture that the pesticide is useful in the production of food crops 
They file with the Secretary of Health, Education, and Welfare data 
on chemical composition and toxicity, and other information required 
to set a safe residue limit. An impartial committee of scientific experts 
is provided to review proposals when any interested party requests it 
Congress stipulated that these activities be supported by fees paid by 
those requesting the establishment of tolerances or by those requesting 


review by the committee of experts or public hearings 


We haven't operated long enough under this new procedure to 
give you a full account, but we're in business. The first application 
was received in December. The proposed regulations were published 
in October and comments received until late in December: these are 


under review for changes that may seem desirable in the final order 


\t the same time we published a proposed order based on evidence 
received at the residue hearings held several years ago under Section 
106 of the Act, setting residue tolerances for 26 pesticides. The com 


ments received from those participating in the hearings are likew 


Late 
under review 

The two bills the President declined to approve were S. 2033, to 
control the sale and serving of foreign-produced trout, and H. R. 972» 
to recodify food and drug statutes. As Mr. Crawford told you at your 
last annual meeting, Department representatives testified against 
enactment of the trout bill on the grounds that its potential benefit 


would not justify the expense of enforcement 
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\s to the recodification, at the hearing stage we had no objection 


but as the bill was finally passed, substantive changes had been made 


that would have seriously attected the administration of the Act The 


most important change would have so restricted multiple seizures that 
fraud and material deception could continue through protracted 
litigation 

We are grateful that the President 
disapproved this bill, said that such changes 


be placed m the tatute books 


ing agency, the industries affected 


portunities tor liscussior 
wislative process 


We understand that another recodification of the food and drug 


' 
laws 1s In process Kven though it would impose a new memory 


exercise on those of us who can cite book chapter and vers We 


vould be glad to go through a course on the new numbers in the 


interest of a unification and simplification of the system for future 


generations. If it can be done on that basis, and not incorporate sub 


stantive changes, we will give it our wholehearted support 


in thi 


here is one other 1954 regulation | would like to includ 
summary. Issued in November, it provides an orderly procedure, by 


a new-drug application, for changing the status of a drug limited to 


prescription sale to over-the-counter sale with appropriate labeling 
for lay use. This regulation became necessary because of the require 


ment in the Durham-Humphrey Amendment th ill drugs that 
vith adequat 


ime 


sate for unsupervised use by layvmet 
directions for use 


Several members of Congress have said that 
duce bills for various types of control of chemica 
new session. Of course, until the Department 
study the Provisions of ear h bill in detagl 
comment Meanwhile, our chemists and 
tinuing their investigations of many of 
toxicity used or proposed for use in foo 
manpower provided in the 1956 budget 
of these studies 

In the past this rt has had 


Mr. Goodrich is going to report some ul 


if 


v 
actions for the vear \ summary of our e cement ; ippe 


[The End] 


below 
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FDA ENFORCEMENT—Fiscal Year 1954 
Dome sti: 
Number of Factory inspections Made 
Food products 7,592 
Drugs and devices 2,188 
(Cosmetics 28] 
Other acts and miscellaneous ex 
Number of Warehouse Surveys Made 
Food produc ts 1 
Drugs and devices »4] 
( osmetics 4 
Other acts and miscellaneous j 
lotal establishment mspections 
Number ot Sample s Collected 
ood products 11,227 
Drugs and device 9 O68 
Cosmetics 19] 
(ther acts and miscellaneous 6 
Court Actions Instituted AcTI 
seizures 
Food products My 
Drugs and devices 18 
( osmetics and colors ] 
( austic poisons ; 
1,057 
Criminal prosecutions instituted 
Food products 108 
Drugs and device 152 
Cosmetics and color () 
( austic porsons () 
() 
Injunctions requested 
Food products 4 
Drugs and devi es ] } 
16 
lotal 533 
(Criminal Action Terminated x) 
Imf ri 
Samples Collected 10,922 
Lots Inspected 25,105 
Lots Refused Entry 
Food products 3,154 
Drugs and devices 1,271 
( osmetics, colors, miscellaneous 34 
4.459 


ary, 1955 


10,119 


, 70 


13,827 


Dri 


A 
three 


stan 


irham-l lumphrey— 
Two Years After 
By SOL. A. HERZOG 


Speaking Before the New York State Bar Association's Recent 
Food-Drug Meeting, This Attorney, of New York City, Concludes 
That the Question of Whether the Prescription-Drug Amendment 
Is a Step Forward or One Backward Still Remains to Be Decided 


ANY GIVEN MOMENT tin perhaps me: 
50.000 drugstores and pharmacies in the Unites 
‘incidents is occurring. A man or woman, or perhaps 
Is by the prescription and drug counter with 
in asking that it be filled: of 

not infrequently by other 
st What do you sugys 
had headache Or 


» greater number 


irham-Humphrey 


Humphrey 


Lot 


Lour 


me! 


has 


t 


14 of 
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Section 502 of the 1938 Act sets forth the several situations that 
may result in a drug or device being misbranded. The criteria are 
familiar—all, of course, concerned with the label: whether false or 
misleading ; failing to state certain specific data or being deficient in 
prominence of required information ; omitting the habit-forming warn 
ing respecting specified drugs; failing to include common or usual 
names and statement of kind and quantity of certain ingredients 
omitting adequate directions for use and warnings deemed necessary 
for other than ordinary situations; diverging from packaging require 
ments as stipulated in official compendium ; not complying with regu 
lations prescribing packaging for drugs, particularly those susceptible 
to deterioration; imitating or simulating the name of another; re 
ommending dosage dangerous to health; or using insulin or antibiotics 
taken from an uncertified batch. Section 503 provides the conditions 
under which drugs and devices may be exempted from these labeling 
requirements. The threshold of these escalator provisions relates to 
those drugs “which are, in accordance with the practice of the trade 
to be processed labeled or re pat ked in substantia quantities at estab 
lishments other than those where originally processed or packed 
(Note the phrase “with the practice of the trade,” with no mention ot 


“profession.” ) The next chamber is itself the site of the Durhan 


Humphrey drama 


Provisions of Original Subsection (b) 


Che original subsection (b) dealing with “a drug dispensed or 
written preseription signed by a physician, dentist, or veterinarian 


eliminated, first, the need for stating on the label “(1) the name and 


place of business of the manufacturer, packer or distributor, and (2 
an accurate statement of the quantity of the contents in terms of 
weight, measure or numerical count . .”’ and, second, the inclusion 
on the label of “the common or usual name of the drug, if such there 
be,” whether used singly or in combination, and also spectfications 


respecting alcohol and certain named potent drugs 


Certain it is that the public at large would be greatly surprised 
if informed that the day-to-day doctors’ prescription possesses only 
this escapist quality from otherwise rigid and detailed formalities, for 
this exemption was conditioned expressly upon dispensing of the drug 
only if the prescriber were “licensed by law to administer such drugs 


and if its label set forth “the name and place of business of the dis 


penser, the serial number and date and the name of” the pre 





nallv. it the presenber indi 
vas prohibitet by |: 


mitted trom the labe 


The Durham-Humphrey Picture 


Such was the statutory situation, and had beet 
vhen the ge nan from North Carolina and the 
Minnesota—both pharmacists—deviated from thei 
of dispensing only, and undertook that preset 
of course—for their brethren. Incidet 
this was in the best tradition of pharmacy 
ct regulation of that field, at least in this 


pharmacy tseit 
W hat happer ed 


First, the new provision Was limited to a drug 


by man thus eliminating the veterinarian and | 
provisions 

second only those drugs that are habit 
section 502(d), those unsafe for use except 


of a practitioner licensed by law to administer 


of “toxicity or other potentiality for harmful effect 


permitted by the Food and Drug \Administratior 
‘ under the professional supervision at i heer ed 
within the scope ot this gveneral labeling exemption provist Whether 


insertion of ‘protessional here 1s significant is not apparer 


Third, these two provisions being satisfied uch druys 
dispensed under three methods a written preseriptior 
practitioner; “an oral prescription of such practitione 
pharmacist “promptly” writes it out and files it (in 
hile, presumably): and “refilling of either if such refilli 
by the preseriber The authorization, if not contained 
prescription (whether written or oral). may be subsequet 
“by oral order,” provided, again, the pharmacist “prompt 
out and files it. If the drugs referred to are dispensed “ec 
provisions of this paragraph,” this resu n thet 


while held for sale Further, such drugs 


carry the cavea tederal law prohibits 
tion. lo complete the picture stiygn 


apphed te drugs which do not quanry 
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twist, but deemed necessary to prevent certain drugs from being 
unnes essarily elevated to the legend category for whatever price, 01 


other, motive that might be present 


General Condition Respecting Labeling 


If all these conditions be met, the labeling requirements may bn 
ignored, with several exceptions and one general condition The 
latter is that the label be the family familiar—doctor’s name, date 
pharmacist’s name and address, and serial number he gave the prescrip 
tion, and, if the prescription is so written, patient's name, direction 
and cautionary statements Nevertheless, and despite all this, the 
statutory proseription of false or misleading label and imitation of 
false name and the source requirements respecting insulin and the 
antibiotics remain applicable 


Such is the syndrome of the changes. Certainly, on their fa 
they give little hint of dynamic consequence, but the subterranea 
pressures were terrific. In the pharmaceutical world, particularly that 
branch that dire tly serves the publi a dichotomy akin to the histor 
ones of North and South, both here and in the Far East, ensued, and 
harmony has not yet been restored. A dispassionate observer may be 
pardoned if he saw some parallel here with the frenetic fulminations 
of organized labor against the “slave labor’ provisions o-called 
the Taft Hartley \ct 


llowever, that may oversimplify the situation, and also di 


than tustice to the protagonists involved Before enlary ny upor 
aspect of the discussion, permission for a detour is requested to dis 
albeit briefly, two of the administrative proposals that tarred she 


during the pestatory period 


Interesting Procedural Device in Original Bill 


The original bill proposed to enable a dissident from an admins 
trative determination that placed a “drug’ in the legend or nonlegend 
category to secure a trial de novo under the guise of judicially review 
ing such determination—a striking instance of the famous road pave 


with good intentions. This was projected as an interesting device 


~ 


actually, it was startling. As a fillip, it was designed that the United 


States Court of Appeals, no less, would be the forum for this purpos¢ 
Happily, the cogent and pointed observations of the Judicial Con 


ference of the United States, though couched in restrained phrasing, 





DURHAM UMPIIREY 


sufficed to dissolve the shadow of what, of a certainty, would have 
’ 


constituted a bastard administrative-judicial monstrosity 


However, as recommended by the House Interstate and Fores 


Commerce Committee, there was included a more usual administrative 


procedure intene ed no doubt. to allay the doubts of those who It 


another bureaucratic Trojan horse This tied 
more of original verbosity in the all-important 

vhich had g n almost to the point of self-str 
zation Of words and phrases such as “opinions 
perts “to evaluate the safety and efheacy of 

and efficacious” would have rendered invi 

This welter was coupled with ar 

before the Administrator, u 

w and final determinatior 

tis doubtful that any thing short of atom 

to move adm nistration of this ame ndment 
mav observe that perhaps that was what 


that T! t died iborning 


Experience of Past 33 Months— 
Amendment in Operation 
then, for discussion the experies 
is-a-vis the clain 
of 1951. In ad 
it groups then participating ——the 
) and medicine—the first twe 
he third, seemingly, has paid the 
s rather curious, in view of the 
nized medicine at the committee 
summary \pproving the pro 
the restraints upon what were 
Medical Association condemned 
varranted” those provisi 
and Drug Adn ation “dictatoria 
must be sold o on prescription and 
the-count 
This 
pharmacy, 
regulat 30.000 drug 


anne 
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was urged, “would place a tremendous burden on the average druggist 
jand| inevitably result in technical violations of no public signifi 
cance’ and require a greatly augmented enforcement staft 


But medicine posed an objective on a loftier plane: that this will 


wrest from the medical profession its “traditional and time tested fun 

ion’ of determining “the therapeutic value of drugs,” and so result 
“in unnecessary and undesirable federal governmental control of the 
practice of pharmacy and the practice of medicine 


\\ hile there appears te have been neo authoritative public state 


ment of medicine's present views, it may be said that apparently there 


has been no resultant dissatisfaction in medical circles with any after 


math of this enactment 
Dynamics of Situation 


There is considerable temptation to lard this presentation 


citation and statistic—-a temptation successfully resisted because 


the desire that what is here expressed, if it be helpful at all, be so 
reason of its provocation to thinking rather than simply by be 


nformative, for if a conclusion may be advanced, in advance 


at least one observer that the situat 


speak, it is the opimion of 
respecting the Durham-Humphrey Amendment is anything but a stat 


and integrated one. Whether the dynamics of the situation be cor 


tinuous or intermittent and whether the differences be regarded 


deep or wide, they do appear to be substantial 

lo be sure, a yreat deal of fuzziness is discernible, and som«e f 
the comment made bears something akin to a warwhoop. Hindsight 
attords a wonderful vantage point—but just because it does partake of 


pertection, its use should be tempered with sympathetic judgme 


\mong those who look favorably upon the Durham-Humphr 
.. 


\mendment, the opinion appears to be rathe yeneral that ha 


in control 
that 
ly 


justified itself, that it has enabled measurable progress 


those instances for the control of which it was designed an: 


doleful prophecies of the Cassandras have not materialized 


port it is pointed out that the volume of prescriptions dispensed | 
| that there is discert 


| 


eded 


shown a steady increase since its enactment. anc 


ible no trend away from legend items to nonlegend. It is con 


that the number of “new” drug applications has gone up. Regarding 


that, the explanation is tendered that this is due to the rapid rate 

are being discovered and also to the duplicatio 
_ 1} 
in 1 


which new drugs 


inevitably resultant from multiple activity it process It is not 


le 





} 
4) 


too difficult to recall the antihistamine surge of several vears ag 
comparable perhaps toa ompanion spate today otantimotion si kness 


is stressed, has not enlarged the ranks of non 


remedies But this, it 


legend items because the theory and practice concerning “new drugs 


is that they be classified legend until empirically demonstrated 


\lthough the graph of criminal prosecutions seems 


upward trend, still in the aggregate they make hardly 


impress when compared with the total number of trat 
| | 
it is said that 


Ing potential for imtraction Finally 


n of formal administra 


t 


frequent invocati 
f the establishment and man 
\dministration and the busine 
may quite correctly bye ter? 
determination in that caln 
the contentious situation 


moot the legend designatio 


smup ne 


pote nt 


Pharmacist's ‘‘Professional Prerogative’ 
Safe Use of Drugs 


ency mn his ad 
ly 


for pharmacy its 


\mendn 
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Some harsh strictures, as well as thoughtful comment, too, apart 
from this somewhat idealistic critique—even to calling the legislation 
the “Humpty-Dumpty Act have been, and are, voiced hese fall 
nto three categories: confusion, refills, and effect on preseriptior 


volume as against that of nonprescription drugs 


\ it is, there is no calling as thoroughly impressed and sur 
rounded with legal supervision as is pharmacy lhe tederal gover 
ment, the states and the municipalities have, among them, established 

hierarchy of agencies and instrumentalities that all but require tl 
pharmacist to get, or at least find approval in order to bre ithe. Some 
are parallel many ire ove rlapping and « goodly number inconsistent 
or, at least. dittering To this welter. it is contended, has been added 


another element which further compounds the confusior 


\lImost literally. thus. the pharma st’s problem becomes that 


Hamlet— ‘to be or not to be for his appreher Stor hether or t 
deemed well founded, is nonetheless real If he compli s liter 
he mav well cease to be by torce of economics i he fails t | 
lorce «ofl law 

Indeed, the statement made that this enactment would be 
vere it enforceable but that it 1s not and. therefore ould be 
carded \long with this, it is urged that it 1s totally unnece ul 
those areas where adequate law and enforcement are now found 
that In areas pre senting the Opposite picture it} better thar 
it all It is contended that the states vhich alone et uy the criter 
TOW qualification and authorization of those who 1 n the proce 
passing drugs on to the public, should similarly alone provide the 
criteria tor dete rmining the s reening required thereby Here in thes 
omewhat strange quarters ts found vibrant expression of confl 
more often encountered in constitutional fravs—extensior f tedes 
power asserted unduly and here ur wisely 

Phe refill aspect of this problem is no mere chimera ome state 
or at least one, anticipated the Durham-Humphrey Amendment 
lon al provision forbidding refill of legend drugs ¢ xcept v th the spect 
authorization of the preseriber The dictum some vears ago by the 
Food and Drug Administration that a preseription once filled no longer 
had either vitality o1 potency was never accepted by pharmacy, and 
efforts to bridge the gap never were realized Phe public, it d 
has for years been accustomed to having prescriptions refilled at 
except those within the scope of the Narcotic Act, and resents being 


put to the additional expense of a physi ians tee ra repe 
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medicines thus made available are so potent and present hidder 
hazard because of unsuspected allergenic consequence or other ut 
known factors of an individual nature 

Thus the contending lines are drawn. Vharmacy says Food and 
Drug Administration not only reigns, but also rules. On the contrary 


ays Food and Drug \dministration, there is less to these compla ! 


than meets the ear It would tndeed be helptul to have the issue 
reduced to specifications of something akin to bills of particulars and 
thus, enable determination of facts alone. To that extent it ould 


appear that the problem transcends the boundaries both of gover 
ment administration and of pharmacy Many of the tissues can be 
determined obrectively however net all Phose that can should 
perhaps be allotted to a body or group not integrated with either the 
government or pharmacy (which term, for this purpose, includes a 
of its manufacturing and distributing parts) for study, analysis an 
recommendation 

Indeed, one of the most significant phases of such activity coul 
well be the awakening of the public to what all this involves It 
certain that not a fraction of one percentum of the people of thi 
country have the remotest notion of what “Durham-Humphre 


mecans, is, of relates to yet its coOnsequene Cs, as by now must be cCical 


touch every person who visits a drug or prescription counter of the 
pharmacies throughout the land 

The question of whether the Durham-Humphrey Amendment 
a step forward or a step backward still remains. But the answer 


should be left neither to time alone. nor solely to those directly in 
volved. Help is required, and it should come from those outside this 
immediate periphery and who are so intimately affected in their health 


by this procedure, that 1s either evolution or revolution, in a loose 


sense, but which definitely is significant [The End] 
© MISREPRESENTATION—DRUG, DEVICE e 
Medicinal preparation .. . The makers of a medicinal prepar 


ave awreed with the Federal lrade Commission not to advertise 


pills as a cure tor any diseases or disorders of the kidneys or bladde 


The avreement also provides that after certam chanwes im the tormula 
the makers’ medicinal preparation can be advertised as an aid in t 
rehet of backaches headaches dizziness, Trit scular aches and pa 
resulting trom the strams of active life and emotional upsets Release 


January 24, 1955.) 


Trusses ... The Commission has modified a 1939 cease-ar 
rder to permit a manutacturer of trusses to advertise that its tru 
ill prevent certam effects on one type ft rupture Released Fe 


irv 3. 1955.)—CCH ‘Trane Recutatrion Reports © 25,321 25,327 
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Soon Ready... | SPECIAL FEDERAL POOD AND ort’ 
Food pg DRUG LAWS — ANNOTATED INSTITUTE 


Series 


By Thomas W. Christopher, Associat« 
Professor of Law and Director, 
Bureau of Legal Research, Emory 
University; Member, Alabama Bar 


and Charles Wesley Dunn, President 
of the Food Law Institute 


Almost everyone concerned with the federal food 

Rendeomely deciencea | 270 drug laws has at his fingertips the texts of 

hard bownd covers, red the basic Federal Food, Drug, and Cosmetic Act 

and black, with gold stamping . = . a . . 

and the Federal Trade Commission Act. But few 

have readily available the full texts of the many and varied special federal 

food and drug laws, together with their legislative histories and related 
regulations. 


Now, this latest project of the Food Law Institute makes all these special 
laws accessible for the first time within the covers of one convenient bound 
book—such laws as: the Meat Inspection Act; Packers and Stockyards 
Act; U. S. Grain Standards Act; Filled Milk Act; Oleomargarine Act; Nar- 
cotic Drugs and Marihuana Act; Virus-Serum-Toxin Act; and Federal Caustic 
Poison Act, to name just a few. 


Here they are—some 20 in all—in their full official language, along with 
informative legislative records and relevant administrative regulations; even 
pertinent postal regulations are included. And not gathered up haphazardly, 
but classified and arranged in five distinct sections: Meat, Food, Narcotics, 
Drugs and Chemicals, and Miscellaneous. Throughout, the text is enriched 
and enhanced by apt annotations to cases deemed best to illustrate the scope 
and purpose of the law in question. 


Dependable—a Commerce Clearing House, Inc., publication. In all, 1,348 
pages, 654” x 97%”, hard bound, table of statutes, table of cases, and topical 
index. Prompt ordering assures prompt delivery on 15 days’ free examination. 
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